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htttxNwww.fda.nov/cdrh/odel~uidance/ f 5 12.ndf, or CDRH Facts-On-Demand. In order 
to receive this document via your fax machine, call the CDRH Facts-031”Demand system 
at 800-899-0381 or 3014327-0111 from a touch-tone telephone. Press “1” to enter the 
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Claw II S 
Docwm$nt 

This draft guidance, 
(FDA’s) current thinking ok this top& It does not crea& or ~~~~r 
any person and does noi operate to &i&d, I?DA or the~~~~ll~, You caH cease CEfz alternative 
approach if the approacft satis#es ,ttte r~qairements~~~t~e a~~li~a~le #+at~s and 
regulations. Ifyou wan f to discuss UH qlternative approach, c~~t~~t @be FDA staff 
responsible for implem&ing this g@idajince. If you cannot id~nti~ the awroptiate FDA 

1. 
This guidance document describes a means by which t~nn~~s..masker devices (TMDs) 

Introduction 

intended for use in, audiologicalfotological treatment of s~p~omati~ turnips may comply 
with the requirement of Class II Special Controls. This guidarree will be issued in 
conjunction with a Federal Register notice announcing the propasal to establish the Class 
II (special controls) classification of this device type. This guidance is issued for 
comment purposes only. If a final rule for this device is not.is@ed, this guidance will not 
be issued as a special control. 

Following the effective date of a final rule for the device, any firm submitting a 5 10(k) 
for tin&us masker deviqes will need tom address the issues. covered, in this special controls 
guidance. IHowever, the: firm need only show that its device meets the recommendations 
of this guidance or, in some other way,: provides equivalent assurances of safety and 
effectiveness. 

FDA’s guidance documents, including this,guidance, do not establish legally enforceable 
responsibilities. Instead; guidances describe the Agency’s current thi~in~ on a topic and 
should be viewed only as recommenclations, unless s#ecific regulatory or statutory 
requirements are cited. Theuse of the-word “should” in Agenoy guidances means that 
something is suggested or recommended, but not required. 
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The Least Burtjeqsome ~~~r~ac~ 
This draft guidanc4 document reflects our careful review of what we believe are the 
relevant issues related to TMDs and what we believe would be the least 
burdensome way of addressing these issues. If your have comments on whether 
there is a less burdensome.approa&, however, please submit yoq comments as 
indicated on the cover oftbis document. 

FDA believes that special controls, when combined with the general controls, will be 

2. Backgrwad 

sufficient to provide reasonable assurance of the safety and-.effectiveness of TMDs. 
Thus, a manufacturer who intends to market a device .of this generic type ?hould (1) 
conform to the general controls of the Federal,Food; Drug, ‘zmd.Cosmetic Act (the Act), 
including the premarket notification requirements d&&bed in 2 1 CFR 807, Subpart E, 
(2) address the specific risks to health associated w&h TMDs identified in’this guidance, 
and (3) obtain a substantial equivalence determination from FDA prior to marketing the 
device. 

This special controls guidance document identifies the proposed regulation a&product 
codes for TMDs (refer to Sect&n 4, &ape). In add&on, other section& of this special 
controls guidance document list the &ks to health identiged by FDA and describe 
measures that, if followed by manufacturers and combined @h the general’controls, will 
generally address the risks associated with these devices and lead to a timely 5 IQ(k) 
review and clearance. This document supplements other FDA ~oc~~~~ts regarding the 
content requirements of a 5 10(k) subtiission. You should also refer to 2 1 CFR 807.87 
and “How to Prepare a: 510(k) Submission” on FDA Device Advice at 
httn://www.fda.nov/cdrh/devadvice/3 14,html. 

Under YllYhe New 510(k) Paradigm - Alterrate Approaches 
Substantial Equivalence in ‘Premark& Notificatioas; Fin~a!: 
manufacturer may submit a Traditional- 5 IO(k) ,or an Abbreviated 5 IO(k). FDA believes 
an Abbreviated 5 1 O(k) provides the least burdensome, means of demons~~ng substantial 
equivalence for a new device;par@ularly once a class ‘II special controls guidance 
document has been issued. Ad~~t~onal~~, m&mfacturers considering modifications to 
their own cleared devices may lessen the regulatory burden by sub~~t~~~g a Special 
5 1 O(k). 

3. The Content and ~~rrn~t ef aa Ab 
Submission 

An Abbreviated 5 IO(k) submission must include the requfred elements identified in 2 1 
CFR 807.87, including the proposed labeling for the device sufficient to describe the 
device, its intended use, land the dire&ons for its use,. Tn an Abbreviated 5 1 O(k), FDA 

’ http://www.fda.gov/cdrh/ode/narad5 lO.html 
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may consider the contents of a summary report to be ap~r~p~~te s~pp~~~g data within 
the meaning of 2 1 CFR 807.87(f) or (g‘); therefore, we recommend that you include a 
summary report. The report should describe how this special controls guidance 
document was used during the device development and “testing and should briefly 
describe the methods or tests used and a,summary of the test data or description of the 
acceptance criteria applied to address the risks identified in th& docmhnt, as well as any 
additional risks specific to your device. This section suggest& ~fo~at~o~ to fuffill some 
of the requirements of section 867.87 as well as some other items that we recommend 
you inchtde in an Abbreviated 5.10(k). 

Coversheet 
The coversheet should prominently identify the submissiorras an Abbreviated 5 I O(k) 
and cite the title of this special contr& guidance document. 

Proposed Labeling 
Proposed labeling shouldbe sufficient to describe the device,, its intended use, and the 
directions for its use: (Refer toSect@ !&#I. Label&g for specific information that 
should be included in the labeling for devices of the types Govered by.this guidance 
document.) 

Summary Repori: 
We recommend that the summary report contain a: 

Description of the devite anit its intended use 
We recommend that the description include a complete d~s~uss~~n of the 
performance specifications and,.when appropriate, det~~ed; labeled drawings of 
the device. (Refer to Section 5. ‘DeviGe De&rip&& &specific information that 
we recommend you include in the device description for devices of the type 
covered by this guidance document.) You should also submit an “indications for 
use“ enclosure.2 ’ 

Description of device design 
We recommend that you include a brief description of the device design 
requirements. 

Identification of the risk qnalysis method 
We recommend that you identify the risk analysis met~od(s~ usgd to assess the 
risk profile in general as well as-the specific device’sdesign and the results of this 
analysis. (Refer to Section 6. sks to Health for the i-i&s to ~e~l~.general~y 
associated with the use of this device that FDA has identified.) 

’ Refer to http://www.fd~.~ov/~~~ode/~nd~cate.html for the ~e~ornrne~d~~ format. 
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Discussion of the device characteristics 
We recommend that you discuss the device cha~te~stics that address the risks 
identified in this class II special controls guidance document, as well as any 
additional risks identified in your risk analysis. 
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Description of perfarmanee aspects 
We recommend that you include a brief description of the test method(s) you have 
used or intend to :use to address each performance aspect identified in Sections T-10 
of this special controls guidance document. If y&u follow a suggested test method, 
you may cite the method rather~than describing it, If you modi a suggested test 
method, you may cite the metbod but should provide sufficient information to 
explain the nature of and reason for the modification. For’ each-test, you may either 
(1) briefly present the data resulting from the test in clear and con&se form, such as 
a table, g(2) describe the acceptance criteria.th@.you will apply to your test 
results.3 (See also 21 CFR 820.30, Subpart C - Design Controls under the Quality 
System Regulation.) 

Reltimce on Staqdards 
If you choose to rely: on arecognized standard for any part of the device design or 
testing, you may include. either a; 

0 statement that testing will be conducted and meet specified acceptance criteria 
before the product is marketed; or 

o declaration of conformity to the standardq4 

Because a declaration of conformity is based on results from,te~~ng, ,we believe you 
cannot properly submit a declaration of conformity until you have completed the testing 
the standard describes. i;or more information, please refer to &&on 514fc)( l)(B) of the 
Act and the FDA guidance,, Use ,oP Standards in SubsttintiaF ~4~ivalence 
Determinations.’ 

If it is not clear how you have addressed the risks identified by FDA or additional risks 
identified through your +sk analysis, we may request additional i~fu~ation about 
aspects of the device’s Rerformance characteristics. We may also request additional 

3 If FDA makes a substantial equivalence determination based on acceptance criteria, the 
subject device should be ,tested and shown to meet these acceptance criteria before being 
introduced into interstate commerce.. If the finished d&ice does not me.et the acceptance 
criteria and, thus, differs from the device described in the cleared 510(k), FDA 
recommends that submitters,.apply the same criteria vsed to assess modi~~ations to 
legally marketed devices (21 CFR 807i81(a)(3$) to determine whether marketing of the 
finished device requireslclearance of.anew 5.10(k). 
4 See Required Elements for a Declarration of Conformity tcr a Rec~g~~ed Standard 
(Screening Checklist for All Premarket Notification [,510(K)] S~bmis~~o~s), 
htt~://w~.fda.~ov/c~~ode/rearecstand.h~I. 
5 http://www.fda.aov/c&h/ode/~idance/ll3 1 .html 
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information if we need it to assess the adequacy of your a~~ept~c~‘crit~~a. (Under 2 1 
CFR 807,.87(l), we may request any additional info~atio~ that is necessary to reach a 
determination regarding substantial equivalence.) 

As an alternative to submitting an Abbreviated 5 1 O(k), youzan s it a ‘D-aditional 
5 1.0(k) that provides all @ the information and data required under 21 CFR 807.87 and 
described in this guidance. A Traditional 5 lO(k)sho include all of your methods, 
data, acceptance criteria,, and conclusions. Manufacturers considering modifications to 
their own cleared devices should consider submitting Special 5 lO(k)s. 

The general discussion above applies to ‘&ny device subject to aspecial ,controls guidance 
document. The following is a specific discussion of how you should apply this special 
controls guidance document to 5 1 o(k) snbmissions for TMDs. 

4. Scope 
The scope of this document is limited to TMDs as described, in 2 I CFR 8’74.3400, class 
II, product code KLW. 

Sec. 874.3400 Tingitus masker 
A tinnitus masker is an electronic~device intended to generate noise of sufficient 
intensity and bandwidth to mask ringing in the ears or internal headnoises. Because 
the device is able to mask internal‘ noises, it is also used an aids in hearing external 
noises and speech. 

TMDs include “‘in-the-ear” and “behind-the-ear” air conduction c~n~g~r~tions. The device 
type also includes ultrasound TMDs. 

5. Device Deqeri 
We recommend that you identify your device by regulation rmmber and product code 
identified in Section 4. Scope and include the following i,~o~ation: 

0 a description of the components of the device and its assembly 
. a description of any accessories used with the device 
l the range of dimensions, shapes, and device designs 
l engineering drawings, if applicable 
e a description of the principle of-operation (i.e., thescientific ~~~~~1~s behind 

how the device a?hieves its intended use). 

For ultrasound TMDs, engineering drawings should show: 
l detailed dimensions of the circular tip area ofthe tr~~du~er that will contact the 

mastoid area 
e associated static force necessary to achieve output levels 
l how the static force is achieved. 
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In the table below, FDA ,has identified the risks to health ge~er~l~y~.ass~ciat~d with the use of 
TMDs addressed in this document. The measures recommended’to mitig&te these identified 
risks are given in this guidance document, as shownin the table below. You should also 
conduct a risk analysis to identify any other risks specific to your device and submit the 
results of this analysis. If you elect to use an alternati~ve approa& to address a particular risk 
identified in this document, or have identified risks additional to- those inthis document, you 
should provide sufficient detail to support the approach yuu have. used to address that risk. 

We recommend that your compare your device with the predicate deviqto show how the 
new device is both similar to and different from the legally marketed device. Side by 
side comparisons, put in iabular .format, are desirable. We also.rec~~e~d that you 
describe how any differences may affect the comparative safety and performance of the 
new device. 

We recommend that you provide the manufacturer and name ,of the- predicate device, with 
its 5 10(k) number, if available. 

, _ ___-“. _“_ .,., _)_ .~“_. . __.) _ .., . c _. 
Idehti8e;aRi~k~“-‘~‘- ; \ ‘. 

. . . . ̂ .A ^. “__ ,..^ .“_ _, .“..~ .,-,_.. W”“. ___^. . ” . “__ .” ” -.. . 
: _ .-.)-..” ._.._. I-. _.., _.,_,.-., ^_ “. __ _,__ i ---~~eo~~~~~ ~~~~~~~;,~~as~res -“--;^^ -, 

: Side effects, including worsening [ Section 8. Clinical Testing 
tinnitus ; Section 9, Labeling . . -..- ._ ,.“... . -_ i’ I’ - .” .,_^ ..I __.-. -, _ -^ -. _s ” .- 

Section 7. Pre&inical Testing 
:Change in hearing 1 Sect& 8.; Clinical Testing 

; Section 9. Labeling “, _, _ _._ . __I I . . . _ .~. 
; Adverse Tissue Reaction i Section 7, Preelinical Testing _ ,. . _.-- . ..“_ - . . . . . ,. ;~^I,__ .“-, I *.“_“, ,“I .,~ “, “I . . .._, ._l. .__:_ 
jElectrica1 Hazards : i Section 7. Pre&nical Testing . _ _ -: I . ../ .__ .,... ..” . . . . . . ^/” ._“_I “, ^_I- “.,.I _.,.‘ 
‘Tissue Heating or Cavitation 
: (ultrasound TMDs only] Section 7, Preclinical Testing 

,_,x _. _ “.. _.__.. _ _ ..^_, .‘ “I. .,.I I.. .__ “~.. bII<W,” .: . . . . . . _-,“_i__... . .- ,. __.^__, 
Improper Use / Section 9. Labeling _ _- ._“,. “I-... “. -.” ..^ .“_ ” . ._-l_.._” _ . -I..II.. _“. I.- -~I”-( .- _-., - -“I.,_ -, _“,_,_‘, _,__. __L1 . . ._.. . x. 
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19 7. Preclinicaf Testing, 
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FDA recommends preclinical testing if,the device’s metbod.,of ,action is different from or 
in addition to masking, e.g., tin&us suppression or.cancellation. Ben& testing should 
assess any differences in the performarxe of the devicethat may resultfrom the new 
method of action. 

TMDs include parts that, contact patients. FDA recommends that you evtiluate the 
biocompatibility ofthe patient-contactljng materials in’yo.ur device. Please refer to the 
guidance documents entitled Blue Book Memo, 695:1, Use ~~,~~~~~ati~n~i Standard 
ISO-10993, 6‘Biol~gicati Ev#uatibn of Medical Devicks Ipart 1: ~va~~ati~~ and 
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In accordance with the least burdensome provisions of the Act, the Agency will rely upon 
well-designed bench testing rather than.recommending ehnical studies for new devices 
unless there is a specific justification, for asking for clinical incubation to support a 
determination of substantial equivalence. While, m general, clin+al, studies will not be 
needed for most TMDs, FDA may recommend that you collect clinical data for a TMD 
for any of the following: 34 

28 
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38 

Testing,” ht~://www.fd~,aov/c~~a95!. :html. You should select bioc atibility tests 
for limited duration of contact with int?ct skin, as appropriate for‘your device design and 
submit the pass/fail criteria yqu used in’ testing. If identical materials are used.in a 
predicate device with the same type and duration of p&em contact, you may identify the 
predicate device in lieu of performing biocompatibility testing: 

If your device design inc$udes patient contact with any ele&rioally~ powered device 
component, FDA recommends that the-device meet the nlectrical stiety requirements of 
IEC 60601 1 (1988): Medical ele~~ica~equipme~t - Part 1: General requirements for 
safety, including Amendment l(l991) and Amendment 2 (1995). We recommend that 
you evaluate your device as described and document the results in your design history file 
as a part of .the Quality Systems Requirements (2l CFR 820,.2@.6 

For ultrasound TMDs, we recommend that you conduct a detailed analysis of potential 
adverse effects related tq the ultrasound energy, such as thermal heatin 
blood; extra auditory effects; and changes in auditory threshold. We also recommend 
that you submit documentation that the output intensity does not reach tevels that alter the 
biological thermal mechsnism or cavitation me&anism.7 

e design, i.e., masking pattern, peak intensity or:duration,,etc, dissimilar from any 
design previously cleared under a premarket notificatiun 

l new technology, i.e., technology different from that used in legally marketed 
TMDs 

e indications for use dissimilar from T&IDS of the same type. 

FDA will always consider alternatives to clinical testing when the praposed alternatives 
are supported by an adequate scientific rationale. 

6 If your device is labeled sterile, we recommend that .you fullow the ~g~d~~~e for devices 
intended for contact with intact skin in updated SlOfk) St&%&y im @ ih&kmce 
K90-1; Final Guidance. for ~Industry hd FDA, 
http://www,fda.govlcdrWodelgrridancei36 l &ml. 
’ Product and supplemental reporting requirements are current@ applicable according to 
2 1 CFR 1002 Table 1 (in addition to submitting the 5 1 Q(k)). The reporting guide is 
available online at h~://~w.fda.~ov/~,dr~radhlt~~d~usm~~p.~df. 
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If you conduct a clinical study, we retiomend that your study address isqwes related to 
changes in auditory thresholds, pre- a&post-exposure to ul~~soni~~~king stitiuli, 
possible negative side effects of fatigue, headabhes, navBea, i~~bi~~~, and “fullness” in 
the ear. 

If a clinical study is needed to demonstrate substantial equivalence, i.e.; conducted prior 
to obtaining 5 1 O(k) clear&nce of the device, the study must be concfi;cted under the 
Investigational Device Exemptions ‘(IDE) regulation, .23, CFR P&t 812.” Generally, FDA 
believes that TMD devices addressed by this guidance document are ncyrx-significant risk 
devices and, therefore, tde study is,subjeet to the abbreviated req$rements of 2 1 CFR 
812.2(b).B In addition to the requirements oEsection 2l’CFR 812,.2(b), &onsors of such 
trials must comply with $e regulations governing instit@ional review boards (21 CFR 
Part 56) and informed cqnsent (21,CFR Part SO). 

After FD.A determines that the device is substantially equivalent, cllinical studies 
conducted in &cordancel with the indications cleared in the 510(k), including clinical 
design validation studies; cond&ed in aacordance with the .q@ity systems regulation, are 
exempt from the investiiationgl device exemptions (IDE) requirements. However, such 
studies must be performkd in ~o~o~a~ce,with 2 1 CFR Fart $6 and 2.1 CFR Part 50. 

Your 5 1 O(k) submission: should include labeling in sufficient detail $0 satisfy the 
requirements of 2 1 CFR:807.87(e), 

9. Labeling : 

The fqllowing suggestions.are aimed at assisting you 
in preparing labeling that satisges the requirements of21 CFti Part 80L9 

Professianal Labelipg 
We recommend the intended use identify the intended patient ~~u~at~on. We also 
recommend that the intended use be based on @e particular~characteristics of your 
TMD, related to its tiatecial, design, performance. characteristics,. and describes 
whether the device is for masking o&y. 

We recommend that the labeling warn against use when ‘preexisted conditions are 
present, such as: 

* visible congenital or tr&unatic deformity of the ear 
0 history of ac$ive drainage from the ear within the previous, 90 days 
* history of sudden or rapidli progressive hearing lx>ss within t&z previous 90 days 
e acute or chrdnic c&$ness 

8 See ~)~i/~w.~da.~ov/oc/oh~irbsl~~vi~es.btml~sk. 
’ Althoup& final labeling is nut required for 510(k) cfearmce, ~~~’ labeling must comply 
with the requirements of 2 1 CFR Part $01 before a devices is -in~odu~ed into interstate 
commerce, In addition, ,final labeling for prescription. de@ces mu& comply with 2 1 CFR 
80 1.109. Labeling reco@n&ndati&s in this guidance are ~consisient with the 
requirements of Part 80 1. 
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Druft - Not for ~rn~lern~~~u~~~~ 

e unilateral hearing loss of sudden or recent onset within the previous 90 days. 

Patients/users experiencing any of these conditions should seek me@& evaluation. 

Patient LBbeling” 
We recommend that you provide patient labeling or,user instrnct 

0 hearing health care profes~icmal.‘dia~osis, fitting, and folllo 
0 risks 
0 benefits 
0 specifications. , 

We also recommend ,that user instructions ~~lude,.i~~o~at~on about frequency and 
duration of use and any precautions regarding intensity or loudness. 

We allso recommend$hat any patient labeling or ~se~-~~s~~~o~s warn users to 
discontinue use and seek medical evaluation if any of the ~~~~ow.ing,~on~tions occur: 

0 chronic skin Irritation on, near, or around the site ofidevici: placement 
l unusual side effects (e,g., d&%iness, nausea, headaches, h palpitations) 
0 perceived decrease in auditory fun&ion (e:g., decr~~s~d,lo~~~ss~ speech not as 

clear). 

lo For general guidance pn patient labeling, see Guidance cm ~e~~~~l~~~~vi~e Patient Labeling, 
httn://www.fda.~ov/cdrh/ohip/guidan&~l128.htrnl. 
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